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DETAILED ACTION 

1. Applicant's election with traverse of group III, drawn to a 
diagnostic agent or kit, claims 5 and 6, in the reply filed on 
5/24/06, is acknowledged. 

Applicant's traversal is on the grounds that no reasons or 
examples have been provided to support a conclusion of 
patentable distinctness between the groups. In particular, 
Applicant argues that since groups I, II, and IV are related 
methods that all treat, screen, or diagnose the same autoimmune 
disease, restriction is improper. This is not found to be 
persuasive because, as stated in the restriction requirement 
issued on 4/28/06, the methods comprise different method steps, 
different reagents, and result in different endpoints. 
Therefore, the different methods are distinct since they have 
different modes of operation, different functions, and different 
effects (MPEP 806.04, MPEP 808.01). Applicant further argues 
that the Examiner has not cited any documentation or articles 
that the kit of group III could be used for other purposes such 
as purifying RBAp48 protein. However, it is well established in 
the art that detection reagents, such as antibodies, can be used 
to purify proteins. For example, Nicolas et al . (of record) 
teach using antibodies for the purification of protein by 
immunoprecipitation (see pg. 9798) . Therefore, the instantly 
claimed kit comprising a reagent for measuring RBAp4 8 (for 
example, an antibody), could be used to purify RBAp48 protein. 
Applicant further argues that a search of all of the claims 
would not impose a serious burden. This is not found persuasive 
because examination of the other groups requires a search for a 
specific series of method steps, and requires consideration of 
factors such as incubation conditions, times, and dosages. These 
factors that are important considerations in methods are not 
necessarily relevant to product claims. Therefore, these 
inventions are distinct, and searches for all would place an 
undue burden upon the examiner due to the divergent subject 
matter of each group. Further, a prior art search also requires 
a literature search. It is an undue burden for the examiner to 
search more than one invention. 

The requirement is still deemed proper and is therefore 
made FINAL. 

Therefore, Claims 1-4 and 7-9 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn 
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to a non-elected invention. 

2. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it,* in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

3. Claims 5-6 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the 
claimed invention. Specifically, there is insufficient written 
description to demonstrate that Applicant was in possession of 
the genus of "reagents for measuring RBAp4 8" . 

"Reagents for measuring RBAp4 8" represents a broad genus of 
structurally different reagents. For example, the claims might 
reasonably encompass antibodies, DNA probes or primers, small 
molecules, or natural binding proteins of RBAp48. While these 
reagents might share a common function of being able to measure 
RBAp48, they clearly have no common structure. Additionally, 
said reagents might be specific for any type of RBAp48, for 
example, RBAp48 derived from human, mouse, rat, horse, etc. In 
contrast to the broad genus of structurally different "reagents" 
encompassed by the claims, Applicant has only disclosed RBAp48 
specific antibodies. Thus, one of skill in the art would 
conclude that the specification fails to provide adequate 
written description to demonstrate that Applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F. 3d 1559, 
43, USPQ2d 1398. 

4. Claims 5 is rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for: 

The use of a reagent for measuring RBAp48 as a diagnosis 
agent for Sjogren's syndrome, 
does not reasonably provide enablement for: 

The use of a reagent for measuring RBAp48 as a diagnosis 
agent for autoimmune disease. 
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The specification disclosure is insufficient to enable one 
skilled in the art to practice the invention as claimed without 
an undue amount of experimentation. Undue experimentation must 
be considered in light of factors including: the breadth of the 
claims, the nature of the invention, the state of the prior art, 
the level of one of ordinary skill in the art, the level of 
predictability of the art, the amount of direction provided by 
the inventor, the existence of working examples, and the 
quantity of experimentation needed to make or use the invention, 
in re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988). 

"The amount of guidance or direction needed to enable the 
invention is inversely related to the amount of knowledge in the 
state of the art as well as the predictability in the art." In 
re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). The 
"amount of guidance or direction" refers to that information in 
the application, as originally filed, that teaches exactly how 
to make or use the invention. The more that is known in the 
prior art about the nature of the invention, how to make, and 
how to use the invention, and the more predictable the art is, 
the less information needs to be explicitly stated in the 
specification. In contrast, if little is known in the prior art 
about the nature of the invention and the art is unpredictable, 
the specification would need more detail as to how to make and 
use the invention in order to be enabling (MPEP 2164.03)" The 
MPEP further states that physiological activity can be 
considered inherently unpredictable. The state of the medical 
arts are such that little is known regarding the use of RBp4 8 
detection reagents for diagnosing autoimmune disease. 

The specification provides insufficient data to enable 
claims drawn to the diagnosis agent or kit as broadly claimed. 
Note that the claims encompass using the reagent for measuring 
RBAp48 for the diagnosis of any autoimmune disease. Autoimmune 
diseases are highly diverse in terms of their etiologies and 
pathological mechanisms. It is known that RBAp48 is upregulated 
in the salivary gland and contributes to apoptosis (see Ishimaru 
et al.) . Since the salivary gland is a target in the autoimmune 
disease Sjogren's syndrome, the claimed diagnosis agent 
containing a reagent for measuring RBAp4 8 may be useful for 
diagnosing Sjogren's syndrome. However, Ishimaru et al. also 
teach that RBAp48 is not upregulated in other organs (see pg. 
2928), and thus it is unclear how a reagent for detecting RBp48 
could be used to diagnose other autoimmune diseases except those 
involving the salivary gland. For example, multiple sclerosis 
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is an autoimmune disease involving destruction of the myelin 
sheath in the central nervous system. It is not clear how the a 
detection reagent for RBp48, which is upregulated in the 
salivary gland, could be useful for diagnosing multiple 
sclerosis. Furthermore, all of the examples provided in the 
instant specification involve the salivary gland or cells 
derived form the salivary gland. Accordingly, the kit/agent as 
broadly claimed must be considered highly unpredictable. Given 
said unpredictability, the kit/agent of the instant claims must 
be considered to require undue experimentation to be used for 
the diagnosis of autoimmune disease. 

5 . The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

Claims 5-6 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Nicolas et al, 2000 (of record) . 

Nicolas et al . teach an antibody specific for RBAp4 8 (i.e. 
a reagent /agent for measuring RBAp4 8, see pg. 9801, in 
particular) . It is noted that the limitations of diagnosing 
Sjogren's syndrome has not been given any patentable weight, 
since it refers to an intended use of the claimed reagent. 
Likewise a reagent for measuring RBAp4 8 in "gland tissues" 
refers to an intended use of the claimed reagent. 

Thus, the reference clearly anticipates the invention. 

6. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time 
the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 5-6 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nicolas et al., 2000, in view of US Patent 
4,281,061. 
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The teachings of Nicolas et al. are described above. 

Nicolas et al . do not teach a kit comprising the RBAp48 
specific antibody. 

The '061 patent teaches that reagents can be provided as 
kits as a matter of convenience. 

Therefore, it would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to 
provide the RBAp48 specific antibody (i.e. a reagent) taught by 
Nicolas et al., as a part of a kit, as taught by the '061 
patent. The ordinary artisan at the time the invention was made 
would have been motivated to do so since the '061 patent teaches 
the convenience of providing reagents as a kit. 

7. No claim is allowed. 

8 . Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Amy E. 
Juedes, Ph.D. whose telephone number is 571-272-4471. The 
examiner can normally be reached on 8am - 5pm, Monday through 
Friday . 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan can be 
reached on 571-272-0841. The fax phone number for the 
organization where this application or proceeding is assigned is 
703-872-9306. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 



Amy E. Juedes, Ph.D. 
Patent Examiner 
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